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DATE. COMPLETED: 12-6~72

’FTR. DATE: L=9-TE

CO., NAME: Rondex La_boratqries
68 sixty Ninth Street
- Guttenberg, N,J‘. 07093
APPROVAL DATE: 11-2-72

NAME OF DRUG: Trade & Generic: Folic Acid Tablets, U.S.P. 1 mg.
Bottles of 100 and 1,000C Tablets

_ DATE OF SUBMISSION: 11-17-72

- TYPE OF SUBMISSION: Supplement for distributor: Purepac PhamaceuticalCCo.
Elizdbeth, N.J. 07207

CLINICAL EVALUATTON:

1. Review of Studies: None submitted

2. Review of Labeling:

a. Conteiner label: Satisfactory

‘be. Pakcage insert: Needs to be revised to conform %o labeling guldellnes '
: it conforms to FR statement of h-9-T1.

CONCLUSION' The package insert needs revision to confom to 1abe11ng
. gu&dellnes. This may be done at the t:l.me ”f',the nex
prmting or within 180 days. =~ = - T

b REGOMMEIIDATION & The company s to be notifled of the aforementioned_‘
o “conclusion and sent a copy of 1abeling guldelines. ~

-

foc Gur
J.R. Carr, D.D.S.
ce: : _ .
Dup ' '
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JRCarr, D.D.S. /klm/12-8-72
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RONDEX LABORATORIES Inc

S\m “THE HOME OF FINE PHARMACEUTICALS'
68 SIXTY NINTH STREET, GUTTENBERG, NEW JERSEY .
TEL. NEW JERSEY: 868-5400 NEW YORK DIRECT: 594-0913

CABLE - RONDEX, GUTTENBERG N J .

NDA 80-784 November: 17, 1972

Director

Drug Efficacy Study Implementatlon e §

Project Office _ ' DR N
Bureau of Drugs T ’ s :
Food and Drug Administration

‘Department of Health, Education, and Welfare
Rockville, Maryland 20852

Dear Sir,

Rondex Laboratories, Inc., is herewith submitting in tripllcate a.

. Supplement to our Approved Abbrev1ated New Drug Appllcatlon for
‘Folic Acid 1 mg. Tablets, NDA 80-784, :

pursuant to Section 505(b) of the Federal Food Drug and Cosmetlc Act. )
This supplement provides for the distribution of the drug 1n_BSEEfés of
100 and 1000 tablets by

Purepac Pharmaceutical Cempany

200 Elmora Avenue

‘4%, Elizabeth, New Jersey 07207

-Thankﬁydu>for yodf-éttention to this matter.

,Sincerélj; 




